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. JNDIKASI. Untuk melegakan demam, tanda selsema, sakif kepala, sakitoigi _

- =gastrk.dan alergi kepada aspirin.
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Ubat Serbuk Cap lkan Emas Aspirin 600mg/Paket
Gold Fish Trade Mark Medicinal Powder

KOMPOSISI : Setiap paket mengandungi Aspirin 600mag.

DESKRIPSI : Serbuk yang berwarna putih, tidak berbau atau hampir tidak
berbau dengan sedikit rasa asid.

dan sakit otot.

SUKATAN DAN PENGGUNAAN : 1) Sakit kepala, demam, sakit gigi, sakit
otot, sakit haid, migraine : 1 peket setiap 4 jam jika perlu. Maksima 6 kali
sehari, 2) : Untuk keadaan keradangan dan sakit arthritis dan rheumatoid
arthritis : 2 peket setiap 6 jam jika perlu. maksima 4 kali sehari. Mesti

diambil selepas makan. Campur dengan segelas air sebelum makan.

PERHATIAN/AMARAN : Aspirin mesti dibagi dengan perhatian kepada
pesakit yang mengidap kelukaan gastrik mukosa atau keadaan terjejas renal
atau hepatik. Tidak boleh diberi kepada kanak- kanak berumur kurang daripada
16 tahun. Kegunaan harian mungkin akan mengakibatkan anticoagulan lisan
dan agen sulphonylurea hipoglisemik.

KESAN SAMPINGAN : Kebiasaan adalah gangguan radang, keususan perut
seperti rasa loya, dispepsia dan muntah. Kemungkinan berlaku kerangsan-
gan pada bendalir perut dan ulser. Aspirin akan meningkatkan masa
pendarahan dan menurunkan tahap kelekatan platelet.

KONTRAINDIKASI : Tidak boleh diambil oleh pesakit yang mengidap
penyakit haemophilia, kerosakan hati, kerosakan buah pinggang, ulser

SIMPTON UNTUK KELEBIHAN DOS :
Rujuk penerangan Bahasa Inggeris.

RAWATAN UNTUK KELEBIHAN DOS : Rujuk penerangan Bahasa Inggeris.

INTERAKSI : Rujuk penerangan Bahasa Inggeris.

FARMAKODINAMIK : Rujuk penerangan Bahasa Inggeris.
FARMAKOKINETIK : Rujuk penerangan Bahasa Inggeris.

PENYIMPANAN : Simpan di bawah 30°C. Jauhi dari kanak-kanak,

TEMPOH HAYAT : Jangan guna selepas tarikh luput.

KANDUNGAN : Satu kotak mengandungi 12 paket.
Berat bersih setiap paket : 0.95gm.

**Maklumat yang terkandung dalam surat ini adalah terhad. Untuk

farmasi,

Dibuat oleh/Manufactured by:

SYARIKAT WEN KEN DRUG SDN BHD

24, Jalan Lambak, Taman Johor, 81200 Johor Bahru, Johor,
Malaysia.

Manufactured for Product Registration Holder:
ALPINE MEDICAL INDUSTRIES SDN. BHD.

34, Jalan Perindustrian Silibin 1, Kawasan Perindustrian
Ringan Silibin, 30100 Ipoh, Perak.
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COMPOSITION : Each sachet contains Aspirin 600mg.

DESCRIPTION: White powder, odourless or almost odourless with a
slight acid taste.

INDICATIONS : For the relief of fever and discomfort associated with colds,
headache, toothache and muscular pains.

DOSAGE AND ADMINISTRATION : 1) Headache, fever, toothache, muscle
pain, menstrual pain, migraine : 1 sachet every 4 hours if required.
Maximum 6 times a day. 2) for inflammatory condition and pain due to
arthritis and rheumatoid arthritis : 2 sachets every 6 hours if reguired.
Maximum 4 times a day, The dose should be taken after meals. Dissolve the
medicinal powder in a glass of water before taking.

PRECAUTIONS/WARNINGS : Aspirin should be given with care to patient
known to have lesion of the gastric mucosa or patients with impaired renal
or hepatic function. Not to be given to children under 16 years of age. Daily use
may potentiate oral anticoagulants and sulphonylurea hypoglycaemic agents.

SIDE EFFECTS : The most common are gastro-intestinal disturbances such
as nausea, dyspepsia and vomiting. lrritation of the gastric mucosa and
ulceration may occur. Aspirin increase the bleeding time and decrease
platelet adhesiveness.

CONTRAINDICATIONS : It should not be administered to patient with
haemophilia. It is contraindicated in severe impaired renal and hepatic
function, ulceration and known allergy to aspirin,

SYMPTOMS OF OVERDOSE : Dizziness, tinnitus, deafness, sweating,
nausea and vomiting, headache & mental confusion. In severe poisoning,
hyperventilation, fever, restlessness, ketosis and respiratory alkalosis and

=neiabolec —asidesis- sesult= Beproasion= ok £N6 =may=—|oad- to -€omay =

cardiovascular collapse and respiratory failure,

TREATMENT OF OVERDOSE : In acute salicylate overdose, the stomach
should be emptied by including emesis or by aspiration and lavage.
Patients with mild intoxication should be encouraged to drink plenty of
fluids. In patients with more severe intoxication (plasma salicylate
concentration above 500pg per ml in adults or 300ug per ml in children),
forced alkaline diuresis maybe required and should be continued until the
plasma salicylate concentration is less than 350pg per ml in adults.

DRUG INTERACTION : Alcohol, coumarin, anticoagulants, sulphonylurea
hypoglycaemic agents, methotrexate, uricosuric agents, barbiturates and
other sedatives.

PHARMACODYNAMICS : Aspirin has analgesic and antipyretic as well as
anti=inflammatory effects. It alleviates pain by inhibiting prostaglandin
synthesis in the central nervous system and through a peripheral action by
inhibiting the syhthesis of prostaglandins that occurs in inflamed tissues to
prevent the sensitization of the pain receptors to mechanical or chemical
stimulation, Aspirin produces antipyresis by acting centrally on the
hypothalamic heat=-regulating center by inhibiting prostaglandin synthesis
in the hypothalamus to produce peripheral vasodilation, resulting in
increased cutaneous blood flow, sweating and heat loss.

Its anti-inflammatory activity is by inhibiting the synthesis of prostaglandin
in the inflamed tissue.

PHARMACKINETICS : Absorption is rapid and complete following oral
administration mostly from the upper small intestine. Food decrease the
rate but not the extent of absorption. The plasma concentration reaches a
peak in 1 to 2 hours, and the plasma half-life is about 2 to 3 hours Aspirin
s primarily metabolized in the liver. It is excreted in the urine as salicylic
acid (10%) and as glucuronide conjugates (15%) and as salicyluric (75%)
and gestisic acids (<1%). The rate of excretion of aspirin varies with the pH
of the urine increasing as the pH rises.

STORAGE : Store below 30°C
Keep out of reach of children.

SHELF LIFE : Do not use beyond expiry date.

PACKING : Each box contains 12 sachet.
Net weight of each sachet : 0.95gm.

**The information contained in this leaflet is limited. For further
information, please consult your doctor, pharmacist or
the local agent.

(5

©

A€ )

0

J, IO
c@urw QM

210mm —_—_—M

Q@@J?9M1
oD

N

30

B ERARIMNEAIT G TEM600ER /2

R

Pl

AR =
=T= L

TSR ES
ESE7/KSISNESYES

T ek

L

""fE"""""""T

’“@%EEE;OO%% Aspirin .
BRI 5 R

R,

mﬁﬂmmﬁﬁm,ﬁﬂ,%ﬁ,?%&

mmf:fa:n
AR ANEF

SN nri ==

ﬂlﬁ B, BE®

-
i)

maoiE, SR/ ERA, S0
FRAGR ) BAERTIFER, MEBELE.

XIHL J:ﬁ'f«t?@ SR 52 SRR
= (fr%h'JxE‘E”%-“ﬁﬁ) B2 E,

{1

NNVIEEDLD

PIBAROIEE S TATRA, RITRE

B3 L’J\J:EEIEE 5

- S REFT PR R 5 - HE o skoN o+ TR R 5
BT REB 25555
R ELET&EH&ﬁﬁ 0

I P TRET LA S AR 5B AR AR DR —
RFTHBEAYIR, B3=5skad b &) U 2 SR

~ ,_.|._.|_.I 0

ASE SR BA.
1

B S o BA.

N BRI R =R & L BIEEREIL,
|

_J_‘*.‘I_-

REFE@EHmMm, TR b

,|J:|:'.

%0

oS AR I L E R E AR AR s - BRARS B EE A - -

NFIET<o |

K%ﬁﬁﬁﬁﬁﬁ%$o

ﬁé“?ﬁ"IZ B E,

 EEHERE0955.
*% -4 BA B(UBES IR, ATROHIEDARE, T EHIE4E,
25 )T sk SBUF RIS

(T @

EASING LINE*

- -




D3 Package Insert (Annoted)

)

]

"l

LG
Fa
P.

39

KOMPOSISI : Setiap paket mengandungi Aspirin 600mag.

DESKRIPSI : Serbuk yang berwarna putih, tidak berbau atau hampir tidak
berbau dengan sedikit rasa asid.

. JNPIKASI. Untuk melegakan demam, tanda selsema, sakif kepala, sakitoigi _

dan sakit otot.

SUKATAN DAN PENGGUNAAN : 1) Sakit kepala, demam, sakit gigi, sakit
otot, sakit haid, migraine : 1 peket setiap 4 jam jika perlu. Maksima 6 kali
sehari, 2) : Untuk keadaan keradangan dan sakit arthritis dan rheumatoid
arthritis : 2 peket setiap 6 jam jika perlu. maksima 4 kali sehari. Mesti

diambil selepas makan. Campur dengan segelas air sebelum makan.

PERHATIAN/AMARAN : Aspirin mesti dibagi dengan perhatian kepada
pesakit yang mengidap kelukaan gastrik mukosa atau keadaan terjejas renal
atau hepatik] Tidak boleh diberi kepada kanak- kanak berumur kurang daripada
16 tahun. Kegunaan harian mungkin akan mengakibatkan anticoagulan lisan
dan agen sulphonylurea hipoglisemik.

KESAN SAMPINGAN : Kebiasaan adalah gangguan radang, keususan perut
seperti rasa loya, dispepsia dan muntah. Kemungkinan berlaku kerangsan-
gan pada bendalir perut dan ulser. Aspirin akan meningkatkan masa
pendarahan dan menurunkan tahap kelekatan platelet.

KONTRAINDIKASI : Tidak boleh diambil oleh pesakit yang mengidap
penyakit haemophilia, kerosakan hati, kerosakan buah pinggang, ulser
o wliae KL A0 ARl LoRada BRIt o w i on e oo e o i ol a9

SIMPTON UNTUK KELEBIHAN DOS :
Rujuk penerangan Bahasa Inggeris.

RAWATAN UNTUK KELEBIHAN DOS : Rujuk penerangan Bahasa Inggeris.

INTERAKSI : Rujuk penerangan Bahasa Inggeris.

FARMAKODINAMIK : Rujuk penerangan Bahasa Inggeris.
FARMAKOKINETIK : Rujuk penerangan Bahasa Inggeris.

PENYIMPANAN : Simpan di bawah 30°C. Jauhi dari kanak-kanak,

TEMPOH HAYAT : Jangan guna selepas tarikh luput.

KANDUNGAN : Satu kotak mengandungi 12 paket.
Berat bersih setiap paket : 0.95gm.

**Maklumat yang terkandung dalam surat ini adalah terhad. Untuk
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farmasi.

Dibuat oleh/Manufactured by:

SYARIKAT WEN KEN DRUG SDN BHD

24, Jalan Lambak, Taman Johor, 81200 Johor Bahru, Johor,
Malaysia.

Manufactured for Product Registration Holder:
ALPINE MEDICAL INDUSTRIES SDN. BHD.
34, Jalan Perindustrian Silibin 1, Kawasan Perindustrian
Ringan Silibin, 30100 Ipoh, Perak.
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COMPOSITION : Each sachet contains Aspirin 600mg.

DESCRIPTION: White powder, odourless or almost odourless with a
slight acid taste.

INDICATIONS : For the relief of fever and discomfort associated with colds,
headache, toothache and muscular pains.

DOSAGE AND ADMINISTRATION : 1) Headache, fever, toothache, muscle
pain, menstrual pain, migraine : 1 sachet every 4 hours if required.
Maximum 6 times a day. 2) for inflammatory condition and pain due to
arthritis and rheumatoid arthritis : 2 sachets every 6 hours if reguired.
Maximum 4 times a day, The dose should be taken after meals. Dissolve the
medicinal powder in a glass of water before taking.

PRECAUTIONS/WARNINGS : Aspirin should be given with care to patient
known to have lesion of the gastric mucosa or patients with impaired renal

or hepatic function2Not to be given to children under 16 years of age. Daily use
may potentiate oral anticoagulants and sulphonylurea hypoglycaemic agents.

SIDE EFFECTS : The most common are gastro-intestinal disturbances such
as nausea, dyspepsia and vomiting. lrritation of the gastric mucosa and
ulceration may occur. Aspirin increase the bleeding time and decrease
platelet adhesiveness.

CONTRAINDICATIONS : It should not be administered to patient with
haemophilia. It is contraindicated in severe impaired renal and hepatic
function, ulceration and known allergy to aspirin,

SYMPTOMS OF OVERDOSE : Dizziness, tinnitus, deafness, sweating,
nausea and vomiting, headache & mental confusion. In severe poisoning,
hyperventilation, fever, restlessness, ketosis and respiratory alkalosis and
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cardiovascular collapse and respiratory failure,

TREATMENT OF OVERDOSE : In acute salicylate overdose, the stomach
should be emptied by including emesis or by aspiration and lavage.
Patients with mild intoxication should be encouraged to drink plenty of
fluids. In patients with more severe intoxication (plasma salicylate
concentration above 500pg per ml in adults or 300ug per ml in children),
forced alkaline diuresis maybe required and should be continued until the
plasma salicylate concentration is less than 350pg per ml in adults.

DRUG INTERACTION : Alcohol, coumarin, anticoagulants, sulphonylurea
hypoglycaemic agents, methotrexate, uricosuric agents, barbiturates and
other sedatives.

PHARMACODYNAMICS : Aspirin has analgesic and antipyretic as well as
anti=inflammatory effects. It alleviates pain by inhibiting prostaglandin
synthesis in the central nervous system and through a peripheral action by
inhibiting the syhthesis of prostaglandins that occurs in inflamed tissues to
prevent the sensitization of the pain receptors to mechanical or chemical
stimulation, Aspirin produces antipyresis by acting centrally on the
hypothalamic heat=-regulating center by inhibiting prostaglandin synthesis
in the hypothalamus to produce peripheral vasodilation, resulting in
increased cutaneous blood flow, sweating and heat loss.

Its anti-inflammatory activity is by inhibiting the synthesis of prostaglandin
in the inflamed tissue.

PHARMACKINETICS : Absorption is rapid and complete following oral
administration mostly from the upper small intestine. Food decrease the
rate but not the extent of absorption. The plasma concentration reaches a
peak in 1 to 2 hours, and the plasma half-life is about 2 to 3 hours Aspirin
is primarily metabolized in the liver. It is excreted in the urine as salicylic
acid (10%) and as glucuronide conjugates (15%) and as salicyluric (75%)
and gestisic acids (<1%). The rate of excretion of aspirin varies with the pH
of the urine increasing as the pH rises.

STORAGE : Store below 30°C

Keep out of reach of children. ;uu
SHELF LIFE : Do not use beyond expiry date, % [
PACKING : Each box contains 12 sachet. t'k I'
Net weight of each sachet : 0.95gm. 5
**The information contained in this leaflet is limited. For further . =

information, please consult your doctor, pharmacist or
the local agent. )

1, A
‘@a f |7 y N\ (|' ’\"3

©

AUE

"

-— 4t —

Remarks: _ _

1. Updated statement as per latest DRGD
2. Updated statement as per latest DRGD
3.
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